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1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 12/5/08 has been entered. 

2. Claims 1-11 and 16-26 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Election was treated as an election without traverse in the reply filed on 10/29/07 as 
indicated in previous office action. 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. Claims 12 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Popovich et al (US Patent No. 4,191,182) in view of Wenthold et al (US Patent No. 5,683,584). 

Regarding claims 12 and 27, Popovich et al teach a plasmapheresis method and device 
comprising a blood circuit (1, 13), a fluid circuit (23) and a filter (9) having a semipermeable 
membrane (11) separating a fluid compartment (9b) from a blood compartment (9a) provided 
with means (e.g. a junction of circuits 1, 33) for mixing blood and a cleaning fluid (e.g. 
replacement fluid) and directing the mixture through the blood compartment (9a) and means (29 
e.g. ultrafiltrate pump) for applying a pressure gradient across the membrane (1 1) to create an 
ultrafiltration into the fluid compartment (9b) (see figure 1; col. 3, line 16 - col. 4, line 35; col. 4, 
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line 62 - col. 10, line 46). Popovich et al further teach that the replacement fluid rate (e.g. 
cleaning fluid) can be from 75 ml/min to 600 ml/min since recycle flow rate is maintained in the 
range from about 5 ml/minute/layer to about 40 ml/min/layer in 15 separate ultrafiltering 
membrane layers while blood flow rate is from about 20 to about 400 ml/min (see col. 9, lines 2- 
54). Above meets the limitation of a ratio between the cleaning fluid flow rate and a blood flow 
rate at at least 5. Claims 12 and 27 essentially differ from the method and apparatus of Popovich 
et al in reciting a water permeability coefficient of the filter being at least 10 ml/min/mmHg and 
the cleaning fluid flow rate being at least 1000 ml/min. Wenthold et al teach plasma filtering 
membranes having water permeability in excess of 900 ml/hr/mmHg/m 2 for 0.05 m 2 which is 
converted to be 300 ml/min/mmHg (see col. 38, line 67 - col. 39, line 15). It would have been 
obvious to a person of ordinary skill in the art to substitute the plasma filter membrane of 
Wenthold for the plasma filtering membrane of Popovich et al for plasmapheresis in high volume 
of blood. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to optimize the flow rate of cleaning fluid, since it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum or 
workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 
5. Claims 13 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Popovich et al in view of Wenthold et al as applied to claims 12 and 27 above, and further in 
view of Breslau (US Patent No. 4,435,289). Regarding claims 13 and 28, Popovich et al do not 
suggest several filters arranged in series or parallel or a combination thereof. Breslau teaches 
that ultrafiltration process by series flow configuration result in increased cost efficiency and 
reduced energy requirement by utilizing increased operating pressures and backpressurization of 
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permeate (see abstract; figures 2-5). It would have been obvious to a person of ordinary skill in 
the art at the time the invention was made to replace plasma filter with several filters arranged in 
series for increased cost efficiency and reduced energy requirement as suggested by Breslau (see 
abstract). 

6. Claims 14-15 and 29-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Popovich et al in view of Wenthold et al as applied to claims 12 and 27 above, and further in 
view of Brugger et al (US Patent No. 6,572,641 B2). Regarding claims 14-15 and 29-30, 
Popovich et al do not suggest a heater for heating blood before it is returned to the patient. 
Brugger et al teach a blood warming device in connection to a device (60) including 
ultrafiltration device (e.g. plasmapheresis) to heat blood to protect against hypothermia in 
patients receiving blood and avoids the need for a separate drip chamber (see figure 3; col. 3, 
lines 20-29; col. 4, line 5 1 - col. 5, line 2). It would have been obvious to a person of ordinary 
skill in the art to combine the plasmapheresis device with blood warming device of Brugger et al 
along a path including returning blood to protect against hypothermia in patients receiving blood 
and avoids the need for a separate drip chamber as suggested by Brugger et al (see col. 3, lines 
20-29). 

7. Claims 14-15 and 29-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Popovich et al in view of Wenthold et al and Breslau as applied to claims 13 and 28 above, and 
further in view of Brugger et al (US Patent No. 6,572,641 B2). Regarding claims 14-15 and 29- 
30, Popovich et al do not suggest a heater for heating blood before it is returned to the patient, 
but Breslau teaches several filters in series as described in above paragraph 4. Brugger et al 
teach a blood warming device in connection to a device (60) including ultrafiltration device (e.g. 
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plasmapheresis) to heat blood to protect against hypothermia in patients receiving blood and 
avoids the need for a separate drip chamber (see figure 3; col. 3, lines 20-29; col. 4, line 51 - col. 
5, line 2). It would have been obvious to a person of ordinary skill in the art to combine the 
plasmapheresis device with blood warming device of Brugger et al along a path in a final filter 
including returning blood to protect against hypothermia in patients receiving blood and avoids 
the need for a separate drip chamber as suggested by Brugger et al (see col. 3, lines 20-29). 

8. Applicant's arguments with respect to claims 12-15 and 27-30 have been considered but 
are moot in view of the new ground(s) of rejection. 

9. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. US Patent No. 6,605,218 and 4,906,375 teach a dialyzer having membrane with water 
permeability greater than 1000 ml/min/mniHg. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOHN KIM whose telephone number is (571)272-1 142. The 
examiner can normally be reached on Monday-Friday 7 a.m. - 3:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Sample can be reached on 571-272-1376. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/John Kim/ 

Primary Examiner, Art Unit 1797 
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12/13/08 



